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To Whom It May Concern: 

The following comments are 
Document: 

Draft Guidance 

1. Re: 74. When is this new labeling Requi 

in answering this ie scenarios. In 
the first scenario, date which we do not 
understand. Was this date merely inten rior to August 
1, 2006, the statutorily mandate effective date, or is there s~gn~~n~ to the 
date? 

In the second of the two elates, the 8 to bear the original 
manufacturer’s mark prominently and conspi August 1 I 2006. In this 
case, according to the draft Guidance, the reprocessor must 
to add a prominent and c~nspicuuus mark to the device or an a 

This interpretation is faulty. The law allows -t2 rnQn~s e effective date. 
Consequently, you should be inte~reting this to not later than. 42 
months a#er the OEM initiates prominent an QUS labeiing, the 
reprocessor must initiate ’ nt and cons 
transition period, you are requj~ng repr~~~~ 
and conspicuous labeling in er to avoid no 
manufacturer implements I 
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By way of example, conski 
does not begin to label a SI 
September 1, 20U6 (the 
any later date), a re receives two 
Both were manufact 
other on Septemb r, and seti to the 
reprocessor. 

Clearly, under Section 3101). on& the device ma~u 
requires additional tabe r, in order to be a 
and return it to the cu 
conspicuous’ labeling d 
implemented in advance. 

1 

We respectfully request you to reinterpret the I 
prominent and ~nsp~u~ labeli by reprocessors. 

a ~ans~jon period for 

In your explanation of the law, you offer the eta&able 
label cc8ntain a statement ractitioner to cave I able label 
and affix it to the pa&Ms rd. 

The wording of the law stops well short of 
instructions for placing the label in the 
inappropriate for the Guidanm Docent to 

able label to bear 
As such, it is 

ndation~ 

A corollary circumstance is the chabie k&et in& 
FDA orders tracking, or the chart abler inelu 
neither case does FDA incMe a butane D 
stickers include a statement direc~~g it to be remo 
retards. 

Any device sticker, whether for a new or rep 
hospital risk management 
implemented pocioies in ~pp 

This statement should be det 
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There is no discussion in ~~-~~ about lhi 
original manufaoturer’s mark. fever, as 
be most appropriate for FDA to address. 

On September 21,2001, FDA iss 
the Association of 
01P--Uf48). In th 
marks of original 

We regard this as a 
Guidance that is consi 

;mnd reque& 
e language of 

to the 

4. Re: Is a Blinded Study a 

We respectfully request FDA to 
exemption from device m 
interested party desires to 
use of new and repro 
make blinding dificult 
the Investiiationat 
these studies to be 

is 

that aJtows an 

Therefore, we request FDA createa me&an 
studies of new and r~~r6~~~ ices to 

We believe the oomments. offe 
meaning of the Guidance ~~urn~~t. 

With best regards, 

Don Selvey, Vice Pr~,ide~t 
Regulatory Affairs and QuaMy Ass~ra~~ 
Alliance Medical Corporation 


